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1. Submitter:

1ost 01] Sc ientific C Corporat0ion
Onle Boston Scientiflie Place
Natick. MA 01760-1537

Contact: Kathleen Noioal] an
Reuu latorN A ffairs Manager
D)ate Prepared: Janua-[ry 2. 2005

2. IDevice:

I rade Namre: SpvG IassT" Di reel Visualization Probe
C 1]I]ommo N* a me: MIin i -fEncloscope

Classification Narr]c: Flexible Endloscope

3. Predicate Devices:

Bo sloTn Sc ientiflie, Vi sicath Imaging Catlheter - K850393I

5Star Medical. Saratoca Modular Miniature Endloscope - K963354

4. Device Description:
IThe pr oposed SpvG lasssl Direct Visual izat ion Probe a fi ber-optic eridoscope. I[here is a Llass lens
at the distal end of the probe, and ant adapter at tlhe proxi malI end. The adapter has a bayoniet

fitt in g and a light post. Al] ocuilar Tens con nectIs to I he bayonet titling anid the light post prov ides a
connel~ction for a light source. Thle proposed device is used with anl ERC P car]mula that prov ides
stabiltx for steernitg the de vice. Hich can u la/probe is ii]serted into tlhe work ii] channel of a
duodclnoscope for enry iIlto tlie duodenum ialid access to thiepancreatico-bili ar svsten].

5. Intended U/se:
I[he proposed SpyGjLaSS'v 1 Di reelt\/istializationi Probe is intenidedto proxide directvi snaI~ii zatioii

for-diaignostic ald thierapeuitic app!licationisdu ri igcendoscop ic proceduries in thiepanereatico-
biliarx systeml ilrcltlding the liepaticcducts.

6. Technological Characteristics:
I'ssen~tiallv. the SpvG lassTM Direct V iS~al ization Probe lhas the samre technological c laraclerr stics

Lis the predicate devices~. Flie proposed device and both predicate dev ices are fiberoptic mini-

scopes Used inl con1JUnction with a mother scope to access and visualize anl indicated localion]

Prenmarket Notification, SlpvGlassrM1 Direct V ISLI2 IiZationl Probe. Janluary 7, 2005
IYO/)YL'I7)Tand Cofidc't, hou /, ;f76nciO;, l OIBOSIOn Scientific L'01poration10



7. Performance Data:
A corn pai rsoin of the opt ical p f'orm a ace and cimiage quaalit> si~ec ifcations wNas ivad e bet \VtC tile

pro posed a nd p r i cclate Vi si cath Imiaging, Catheter. lb IcciricalI sa fetv testing w~as perfornied iii

acco rdaince v it h intCLIaStlry standards.

8. Conclusion:
Hostonl Sc iritifiic Corporaltion hits deivonstrat ed that the proposed SpyGl 8 ssI~M Direct

Visua[lizaiion Probe is substantially cqnivalent to thle Bostonl Scien~tific VisiCathl lImatina Catheter
antd in icr vs of thie proposed indci cationl, to the S Star Me di cail Saratoga Mod ul ar Ni i iatmer

hEndoscope.

Premarkel Notification, SpvGlasS~m Direct VisaliAzationl Probe. January 7, 2005
P)~p Jo /~( If: and C.onfidcnzmal 1171nna mlion of 20%! on Sc/tnn ific Corpo oratio



DEPARTMENT OFBHEATH & HUMAN SERVICESPulcHatSeve

Food and Drug Administratian

MAR 4 -2005 
9200 Corporate Boulevard
Rockville MD 20850

Boston Scientific Corporation

d/o Mr. Daniel W. Lelitonen
Intertek Testing Services
70 Codmnan Hill Road

Boxborough, Massachusetts 0 1779

Re: K050403
Trade/Device Name: SpyGlass Direct Visualization Probe

Regulation Number: 21 CFR 876.1500

Rc:uMation Name: Endloscope and accessories

Regulatory Class: 11

Product Codle: KOG
Dated: February 15, 2005

Received: February 17, 2005

Dear Mr. Leltonen:

We have reviewed Your Section 510(k) prenmarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications

for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976. the enactment date of the Medical Device Amrendmenrts, or to

devices that have been reclassified in accordance with the provisions of the Federal IFood, Drug.

and Cosmetic Act (Act) that do not require approval of a premarket approval application (l1MA).

You may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class III (1PMA), it

may lbe subject to such additional controls. Elxisting major regulations affecting your device can

he found in the Code of Federal Regulations, Title 2 1. Parts 800 to 898. In addition. F-DA mnay

publish further announcements concerning your- device in the Federal Rcuister.

Please be advised that FDA's issuance of a substantial equivalence determination does not medan

that FDA has made a determination that your device complies with other requirements of the Act

or any) Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including. but not limited to. registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufhcturing practice requirements as set

lhrth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, thle electronic

product radiation control provisions (Sections 53 1-542 of the Act), 21 CUR 1000-10O50.



Page 2 - Mr. Daniel W. Lehtonen

This letter will allow you to begin marketing your device as described in your Section 5 10(k)

premarket notification. The FDA finding of substantial equivalence of your device to a legally

marketed predicate device results in a classification for your device and thus, permts ISyour device

to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CURZ Part 801 ), please

contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,

"Misbranding by reference to premarket notification' (21ICFR Part 807.97). You may obtain

other general information on your responsibilities under the Act fromt the Division of Smuall

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

(30 )43-6597 or at its Internet address htt ://www fida. yov/c~drh/industrY/suhP2Ot-!Iex1tnfl.

SincereiN yours,

Celia M . W itten, Ph.D... N/I .D

(rDirector
Division of General. Restorati ve

and Neurological fDevices
Office of Device Evaluation

Center for Devices and Rad iolor¾ cal I 1cM th

Enclosure



SECTION 4
INDICATIONS FOR USE

510(k) Number: To Be Determined P 9fo

Device Name: SpyGlass Direct Visualization Probe

Indication for Use:

The proposed SpyGlass Direct Visualization Probe is intended to provide direct

visualization for diagnostic and therapeutic applications during endoscopic procedures in

the pancreatico-biliary system including the hepatic ducts.

Prescription Use X OR Over-The-Counter Use

(Per 21 CFR 801.1091)
(Optional Format 1-2-96)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE

IF NEEDED)

Concurrence of CDRH, Office of Device Evalu a7'.Z.

Prenarket Notification, SpyGlass TM Direct Visualization Probe, January 7, 2005

Proprietaty and Confidential mnformnation of Boston Scientific Corporation C C 0010


